BOSENTAN- bosentan tablet, for suspension
Zydus Lifesciences Limited

Bosentan Tablets for Oral Suspension

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL

NDC 70771-1908-8

Bosentan Tablets for Oral Suspension, 32 mg

PHARMACIST: Dispense the accompanying Medication Guide to each patient.
Phenylketonurics: Contains Phenylalanine 2.08 mg per tablet for oral suspension.
56 Tablets (4 x 14 unit-dose)

Rx only
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Each tablet contains 32 mg of anhydrous bosentan. D';'.;L‘:;‘R'.m &_I',;Iu"m"‘:,m
Usual Dosage: g éﬁ
Disperse tablets for oral suspension, or tablet half, in a minimal
amount of water immediately before administration. B os e n ta n
See enclosed full prescribing information.
Important: Read accompanying prescribing information carefully. T b I t f
Store at 20°C to 26°C (68°F to 77°F) [see USP Controlled a e s 0 r
Room Temperature]. -
Divided tablets for oral suspension should be stored at 20°C 0 ra I S u s p e n SI 0 n
to 25°C (68°F to 77°F) and used within 7 days. Tablet pieces
may be returned to the opened blister and stored there for up
to 7 days.
This package is child-resistant.
Keep this and all drugs out of the reach of children.
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T|t> :e:)arate the cavity, ﬁ:at:lI lihe printed paper zte:ﬁi Push the tablet Phe_nylketonu ne S..
initiate tearing from the | backing off from arrow | through foil. Contains Phenylalanlne
“Start here” arrow to expose foil. 208 mg per tablet for
along the perforated
B oral suspension.
Manufactured by:
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bosentan tablet, for suspension
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1908
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
BOSENTAN (UNIl: Q326023R30) (BOSENTAN ANHYDROUS - UNII:XUL93R30K2) BOSENTAN ANHYDROUS 32 mg
Inactive Ingredients




Ingredient Name Strength
ACESULFAME POTASSIUM (UNIl: 230V73Q5G9)
ASPARTAME (UNII: ZOH242BBR1)
CROSCARMELLOSE SODIUM (UNIl: M280OL1HH48)

DIMETHYLAMINOETHYL METHACRYLATE - BUTYL METHACRYLATE - METHYL METHACRYLATE
COPOLYMER (UNII: 905HNO1SIH)

MAGNESIUM STEARATE (UNII: 70097M6130)
MANNITOL (UNIl: 30WL53L36A)

SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
SODIUM LAURYL SULFATE (UNIl: 368GB5141))
STARCH, CORN (UNIl: 08232NY3S))

STEARIC ACID (UNII: 4ELV7Z65AP)

TALC (UNIl: 7SEV7J4R1U)

Product Characteristics

Color WHITE (off-white to pale yellow) Score 2 pieces
Shape ROUND Size 10mm
Flavor TUTTI FRUTTI Imprint Code 1508
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:70771- .
1 1908-8 4 in 1 CARTON 02/17/2026
1 NDC:70771- 14 in 1 BLISTER PACK; Type 0: Not a Combination
1908-7 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA213981 02/17/2026
Labeler - zydus Lifesciences Limited (918596198)
Establishment
Name Address ID/FEI Business Operations
Zydus Lifesciences Limited 863362789 ANALYSIS(70771-1908) , MANUFACTURE(70771-1908)

Revised: 2/2026 Zydus Lifesciences Limited
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